
Siemens Medical Solutions, Inc. S-Family Ultrasound Systems
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510(k) Summary
Prepared July 18, 2013

1. Sponsor: Siemens Medical Solutions, Inc.,
Ultrasound Division
685 East Middlefield Road
Mountain View, California 94043 OCr 2 4 2g13

Contact Person: Christine Dunn
Telephone: (425) 785,1617
Fax: (425) 391-9161

2. Device Name: Acuson S1000, S2000, S30007m Diagnostic Ultrasound Systems.

Common Name: Diagnostic Ultrasound System

Classification:

Regulatory Class: 11
Review Category: Tier it
Classification Panel: Radiology

Ultrasonic Pulsed Doppler Imaging System FIR # 892.1550 Product Code 90-IYN
Ultrasonic Pulsed Echo Imaging System FR # 892.1560 Product Code 90-IYO
Diagnostic Ultrasound Transducer FR # 892.1570 Product Code 90-ITX
Diagnostic Ultrasound Catheter FR # 870.1200 Product Code OBJ

3. Legally Marketed Predicate Devices

The modified Acuson S1000, S2000, S3000 Ultrasound Systems are substantially equivalent to the company's
own systems:

I Systemn 510O(k)
51000 K130619: 1<12362211K123001
S2000 K130739;1K112596,1<123622:1K123001
S3000 K130739; K121138; K123622: K123001

4. Device Description:

The ultrasound systems are multi-purpose mobile, software controlled diagnostic ultrasound systems with and on-
screen display for thermal and mechanical indices related to potential bio-effect mechanisms. The function is to
acquire primary or secondary harmonic ultrasound echo data and display it in 8-Mode, M-Mode, Pulsed (PW)
Doppler Mode. Continuous (CVV) Doppler Mode, Color Doppler Mode, Amplitude Doppler Mode, a combination of
modes, or Harmonic Imaging and 3D/4D Imaging on a Flat Panel Display.

5. Intended Use

The ultrasound imaging systems are intended for the following applications: Fetal, Abdominal, lntraoperative,
Pediatric, Small Parts, Transcranial, OB/GYN, Cardiac, Pelvic, Neonatal/Adult Cephalic, Vascular,
Musculoskeletal, Superficial Musculoskeletal, and Peripheral Vascular applications.
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The system also provides the ability to measure anatomical structures {fetal. abdominal, intraoperative, pediatric,
small organ, neonatal cephalic, adult cephalic, cardiac, trans-esophageal. transrectal, transvaginal, peripheral
vessel, musculo-skeletal (conventional), musculo-skeletal (superficial) and neonatal cardiac) and calculation
packages that provide information to the clinician that may be used adjunctively with other medical data obtained
by a physician for clinical diagnosis purposes.

The Arterial Health Package (AHP) software provides the physician with the capability to measure Intima Media
Thickness and the option to reference normative tables that have been validated and published in peer-reviewed
studies. The information is intended to provide the physician with an easily understood tool for communicating
with patients regarding state of their cardiovascular system. This feature should be utilized according to the "ASE
Consensus Statement; Use of Carotid Ultrasound to Identify Subclinical Vascular Disease and Evaluate
Cardiovascular Disease Risk: A Consensus Statement from the American Association of Echocardiography:
Carotid Intima-Media Thickness Task Force, Endorsed by the Society for Vascular Imaging".

The Acuson Acunav Ultrasound Catheter is intended for intra-cardiac and intra-luminal visualization of
cardiac and great vessel anatomy and physiology, as well as visualization of other devices in the heart
of adult and pediatric patients.

6. Summary of Technological Characteristics - New Device Compared to Predicate

Acuson, Acuson Acuson Acuson Acuson, Acuson Acuson
S1000IS2000 SC2000 SIOGO S2000 S2000 S3000 S3000

Featureo/Characteristic 1S3000 K(123622 K130619 K(112596 K(130739 K(121138 K(130739
This

Submission

Indications for Use:

* Fetal ,

a Abdominal ,

* ntraolperative
* ntraoperatwe neurological- -

* Pediatric
* Smiall Organ '

* Neonatal cephalic 44
* Adult cephalic4
* Cardiac

*Trans-eSophogeal 444
Transreactal

* Transvaginal

* Peripheral vessel 44444
* Laparoscopic .

* Musculo-sketetal (conventional)
* Musclslo-skelelal (superficial) 444444

Center Frequencies Supported:
2p 2MHzq 4

3 30MHz
3 32MHz
3 33MHz v

4 21MHz
4 4MHz
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Acuson Acuson Acuson Acuson Acuson Acuson Acuson
S1000IS2000 SC2000 81000 82000 S2000 S3000 £3000

Feature/ICharacteristic /S3000 K123622 K130619 K112596 K130739 K121138 K<130739
This

Submission

4 .8 MHz 4
5 .0 MHz 4
5 52MHz N''44

6 0OMHz ' 4' 4' 4'
* 65MHz 4'' 4
* 6.9 MHz ' 4' 4' 4'
* 9.5MHz ' 4' 4'
* 10 0MHz'4''4' '44

Modes:

B4' 4 4'
* Paraliei processing in B mode ' 44' 4'

M'44''4'4
* PWD (Pulsed Wave Doppier)'444'4444
* CWD (Continuous Wave Doppler) ' 4' 4'
* D(ColornDoppler) 44'4444
* Amplitude Doppler'44 4444
* Comnbined (BMDC)'44 44'44

Features:

Quad processing in color4 44'44
* Native" tissue harmonic imaging Ni )i' 4
* SieScape"' panoramic imaging 444444
* Color SieScapeT. panoramic '
imaging

* 3-Scape'- real-lime 3D imaging. 44' I
* fourSightTu 40 transducer'444444

technology________

* TEO Tm ultrasound technology 44444.
Cardiac Imaging444444

physiological signal display
syngo 0Auto 08 measurements 4' 4"'

* Advanced SicClear"' spatial 4'
compounding

* STIC (Felal Heart Imaging)'44 4 1 44
Amnioscopic rendering NI' 44 1

* Cadence contrast agent imaging4'444444
* CanfyTM vascular enhancement 44

tech~nology
* eSie'' Touch elasticity iagirng444444

N Synge 0 Auto Leh heart4 '}
* syngo ® Velocly, Vector Imaging 4' 4'
* Semi Aulo-segmentabon (eSie 4444'

Caic)
* Custom Tissue Imaging / Speed of 444'

Sound
AHP 44'4' 4'
eSie Fusion (83000 only) 4 ______
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Acuson Acuson Acuson Acuson Acuson Acuson, Acuson
S1000/S2000 SC2000 51000 S2000 S2000 S3000 S3000

Feature /Characteristic 1S3000 K123622 K130619 K1112596 K130739 K121138 K130739
This

Submission

*V7I (S2000 & 53000 only) 4 4 ______

Wireless 4
Mornitor21'FPD 4 444
Output Display Standard (Track 3) 1 4

Patiet CotactMateialsTested to ISO Tested to 1 Tested to Tested to ISO Tested to ISO Tes',ed to ISO Tested to ISO
Pain~otc atras10993.1 ISO 10993-1 ISO 10993-1 10993-1 10993-4 10993-1 10993-1

UL 60601 -1 Certified 4 444
Indications for Use q

7. A brief discussion of nonclinical tests submitted, referenced, or relied on in
the 510(k) for a determination of substantial equivalence.
The device has been evaluated for acoustic output, biocompatibility, cleaning and disinfection effectiveness as
well as thermal, electrical, electromagnetic and mechanical safety and has been found to conform with applicable
medical device safety standards, The system complies with the following voluntary standards:

* UL 60601 -1, Safety Requirements for Medical Equipment
* lEG 60601-2-37 Diagnostic Ultrasound Safety Standards
* CSA 022.2 No. 601-1, Safety Requirements for Medical Equipment
* AIUM/NEMA UD-3, Standard for Real Time Display of Thermal and Mechanical Acoustic Output Indices

on Diagnostic Ultrasound Equipment
* AIUM/NEMA UD-2, Acoustic Output Measurement Standard for Diagnostic Ultrasound
* 93/42/EEC Medical Devices Directive
* Safety and EMC Requirements for Medical Equipment

* EN/lEG 60601-1
* EN/lEG 60601-1-1
* EN/lEG 60601-1-2

* lEG 1157 Declaration of Acoustic Power
* ISO 10993-1 Biocompatibility

Cleared patient contact materials, electrical and mechanical safety are unchanged.

Additional testing was performed to verify the software release as well as transducer and wireless performance.

8. A summary discussion of the clinical tests submitted, referenced, or relied on for a determination of
substantial equivalence.
Since the S1l000, S2000, S3000 systems use the same technology and principles as existing devices, clinical
data is not required.

9. Summary
Intended uses and other key features are consistent with traditional clinical practice and FDA guidelines. The
design and development process of the manufacturer conforms with 21 GFR 820 Quality System Regulation and
ISO 13485:2003 quality system standards. The product is designed to conform to applicable medical device
safety standards and compliance is verified through independent evaluation with ongoing factory surveillance.
Diagnostic ultrasound has
accumulated a long history of safe and effective performance. Therefore it is the opinion
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of Siemens Medical that the S1000, S2000 and S3000 systems are substantially equivalent with respect to safety
and effectiveness to devices currently cleared for market.

S-Family 510(k) Submission Page 12 of 64



# 4 DEPARTMIENTOIILlI&UMNSRIS Public Htealth Service

Fund and Drug Administration
10903 New I Ianipshire Ave nue
Document Control Center 2 W06 609
Silver Spring. NIl) 2099340002

October 24, 2013
Siemens Medical Solutions USA, Inc.
%/ Mr. Mark Job
Responsible Third Party Official
Regulatory Technology Services [LC
13942 5 1h Street NW
BUFFALO MN 55313

Re: Kl132804
Trade/Device Name: Acuson S 1000/ S2000/ S3000M Diagnostic Ultrasound Systems
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed dloppler imaging systemn
Regulatory, Class: 11
Product Code: IYN. IYO. iTX and 013J
Dated: October 9. 2013
Received: October 10. 2013

Dear Mr. Job:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially, equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976. the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions ofthe Federal Food, Drug.
and Cosmetic Act (Act) that do not require approval of a premarket appro ,val application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice. labeling, and prohibitions against misbranding and
adulteration. Please note: CIJRI-l does not evaluate information related to contract liability
warranties. We remind you. however, that device labeling must be truthful and not misleading.

This determination of 'substantial equivalence applies to the fibllowing transducers intended for
use with the Acuson S1000O/S2000/S3000 Diagnostic Ultrasound System, as described in your
premarket notification:

Transducer Model Number

CW2 CW5 liC9-4
MC9-4 91,4 14L5
4111 6C2 4C0
6C] 1ID 8C3111) 4VI
I0V4 141_5 S13 7 CF2
7CFI 9EFV F4 V5Ms
181_6 8V3 4Vlc

6L_3 E-V8C4 V7M TEE
AcuNav 81F AcuNav 101F



Page 2-Mr. Job

If your device is classified (see above) into either class 11 (Special Controls) or class Ill (PMA).
it may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations. Tritle 2 1. Parts 800 to 898. In addition. FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance ofa substantial equivalence determination does not mean
that FD)A has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CER Part 807); labeling (2 1 C1FR Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CIZR 803); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 53 1-542 of the Act); 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (2 1 CFR Part 801 ). please
contact the Division of Small Manufacturers. International and Consumer Assistance at its toll-
free number (800) 638 204 1 or (301) 796-7100 or at its Internet address

himn//ww. i~aeov~edcti l~vics/Rsouccshr~u/ldustv/elhlt~tm.Also, please note
the regulation entitled. "'Misbranding by reference to premarket notification" (2 ICFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (2 1
CFR Part 803). please go to
htt://w\v\\.da.iov/cil f~vcsStt/cotIrhe/ehtthmlor the CDRI-ls Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-204 1 or (301) 796-7100 or at its Internet address

Sincerely yours.

for
Janine M. Morris
Director, Division of Radiological Health
Office of In Vitro Diagnostics

and Radiological Health
Center for Devices and Radiological HeIalth

Enclosure
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1.3 Indications for Use

A. 510(k) Number (if known): K 132804
Device Name: S1000, S2000, S3000 Diagnostic Ultrasound Systems

Indications for Use:
The ultrasound imaging systems are intended for the following applications: Fetal. Abdominal. lntraoperative,
Pediatric, Small Parts, Transcranial, OB/GYN, Cardiac, Pelvic, Neonatal/Adult Cephalic, Vascular,
Musculoskeletal, Superficial Musculoskeletal, and Peripheral Vascular applications.

The system also provides the ability to measure anatomical structures (fetal, abdominal. intraoperative. pediatric,
small organ, neonatal cephalic, adult cephalic, cardiac, trans-esophageal, transrectal, transvaginal. peripheral
vessel. musculo-skeletal (conventional). musculo-skeletal (superficial) and neonatal cardiac) and calculation
packages that provide information to the clinician that may be used adjunctively with other medical data obtained
by a physician for clinical diagnosis purposes.

The Arterial Health Package (AHP) software provides the physician with the capability to measure Intima Media
Thickness and the option to reference normative tables that have been validated and published in peer-reviewed
studies. The information is intended to provide the physician with an easily understood tool for communicating
with patients regarding state of their cardiovascular system. This feature should be utilized according to the "ASE
Consensus Statement: Use of Carotid Ultrasound to Identify Subclinical Vascular Disease and Evaluate
Cardiovascular Disease Risk: A Consensus Statement from the American Association of Echocardfiography;
Carotid Intima-Media Thickness Task Force, Endorsed by the Society for Vascular Imaging'.

The Acuson Acunav Ultrasound Catheter is intended for intra-cardiac and intra-luminal visualization of
cardiac and great vessel anatomy and physiology, as well as visualization of other devices in the heart
of adult and pediatric patients.

Prescription Use _X_ AND/OR Over-The-Counter Use ___

(Part 21CFR 801 Subpart 0)(21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CORH-, Office of in Vitro Diagnostics and Radiological Health (DIR)

Division Sign-Off
Division of Radiological Healtfh: Office of In Vitro Diagnostics and Radiological Health

51 0(k) K 132804 Page 1 of __
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1.3 Indications for Use Forms
Diagnostic Ultrasound Indications for Use Form

510 (kt) Number (if known)

Device Name: ACUSON 81000, S2000, 83000 Ultrasound System
Intended Use: Ultrasound imaginfl or fluid flow analysis of the human body as follows:

Mode of Operation

Clnca ppiato A B M W C D Color Amplitude Color Combined Other
Doppler Doppler Imaginy (Specify) (Specify)

Ophthalmic

Fetal P P P P P P 8MC Note 2.3.4.5.7,8. 10.BMC 11.13
Abdominal P P P P Pd P BMDC Note 2.3,4,5.7.8, 10,

11. 13. 16. 18
lntraoperative P P P P P P RMDC Note 2.3,5,7.8, 10.
(Note 9) _____ 1____ 4
lntriaoperative
Neurological

Pediatric P P P P P P SMDC Note 2,3,4578. 10.

Small Organ P P P, P P, P BMC Note 2,3,4,5.7,8. 10,
(Note 1) BMDC__ 11.14. 16.18

Neonatal Cephatic; P P P P P P BMDC Note 2.3,5.7.8. 10

Adult Cephalic B MDC Note 2.3.4.5.7.8. 10

Cardac ~P P P PSMOG 2.3,4.5.6.7.8,10.15

Trans-esophageal F, p P P P PBMDC Note 4

TasetlP P P P P BMC Note 2.3.4,5,7.8, 10.
TransectalBMOC 11.14

Transvraginal P P P P P BMDC Note 2,3.4.5.7,8,10.

Transurethral
Intravascular

Periherl veselp p P P P MDC Note2,3 .4.5.65.7, 8. 10,
Periherl veselp p p p P MOC 11.14,15

Laparoscopic
Musculo-skeletal p p P P P BMDC Note 2.3,4,5.7.8. 10.
Conventional _____11.14. 18
Musculo-skeletal P P P P P P BMC Note 2,3.4,5.7.8. 10.
Superficial ___ MC 11.14. 18
Other (specify) P P P P P P SMOC Nt 361
Neonatal Cardiac 1 

N nell indlicaion, P =Previously cleared byi FDA K<063085. Kil6303,K072786 K<081148 1082142.1<090334.1<093812.1<111674,1K112596 11138 1<123001,K<130679 13073!

Note 1 1 e breasttastes. thyroid penis, prostate etc Note 2 Ensemble [Issue harmonic imaging Noie 3 Sieotear muiti-vsi ew soir compoundming
Not 4 Tissue Equs ation Technology Note 5 3FScaps real-time 3D imaging Note 6 Cadence contirast .aet imaging
Note 7 8&w SiScae.panoramcimaging, Note 8 Power Se.Sc.a P.lanacmaging Note 9 Fr erampie vascuals. abdominal
Noe I0 Clarify yE vascular enhancement tecnnology Noie ItI Advancd Sael scatial compounding Note 13 STIC
Note 14 alsoe'" Touch elasit imagingi Il Note 15, AHP Note 16 Cualiha T.isse FImaing
Note 17 .$.a Fusion
Note 1b V I

(PLEASE DO NOT WRITE BELOW THIS LINE CONTINUJE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH. Office of In Vitro Diagnostics and Radiological Health (OIR)

Division Sign.Oft
Division of Radiological Health, Office of In Vitro Diagnostics and Radiological Health
510(k) _ Page 2 of _
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Diagnostic Ultrasound Indications for Use Form
510 (k) Number (it known):

Device Name: OW2 Probe For Use On ACUSON S1000, S2000, S3000 Ultrasound Systom
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

I Mode of Opelration
Clinical Application A B NI PWD CWD Color Amplitude Velc.1.ity Combined Othert

-Doppler Doppler imaging (Specify) (Specify)

Ophthalmic

Abdominal P
lntraoperative
(Note 9)____ ________

lntraoperative
Neurological
Pediatric P
Small Organ
(Note 1)
Neonatal Cephalic P
Adult Cephalic P
Cardiac P
Trans-esophageal-
Transrectai
Transvaginal
Transurethral
Intravascular
Peripheral vessel ____ P ____

Laparoscopic
Musculo-skeletal
Conventional
Musculo-skeletal
Superficial
Other (specify)

N = new indication P= 'previously cleared by FDA KO 063803, K072786, K081148. K082142. K090334. . K093812. K111674. k121 138

Additional Comments:

Note 1 For example: brfeast, testes, thyroid, penis, prostate, etc
Note 9 For example: vascular, abdominal

(PLEASE 00 NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRM, Office of In Vitro Diagnostics and Radiologicai Health (01R)

Division Sign-Off
Division of Radiological Health: Office of In Vitro Diagnostics and Radiological Health
5 10(k) _ Page 3 of _
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Diagnostic Ultrasound Indications for Use Form
510 (k) Number (if known):

Device Name: CWS Probo For Use On ACUSON S1000, S20020, S3000 Ultrasound System
Intended Use: Ulrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Clinical Application A B M PWjD CWVD Coor Amplitude Color Combined Other
Doppler Doppler maoct (Specify) ( Specify)

60 Imaing

Oph:halmic
FetalP
Abdominal P
Intraolperative
(Note 9)
Intreoperative
Neurolocical
Pediatric P
Small Organ
(Note 1)
Neonatal Cephalic P
Adult Cephalic P
Cardiac P
Trans-esophrageal
Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral vessel P
Laparoscopic
Musculo-skeletal
Conventional
Musculo-skeletal
Superficial
Other_(Specify) ____________

N 2new indication: P2= previously cleared by FDA K# 063803. K072786, K0814 K082142. K090334. K093812. K1 11674. 121138

Additional Comments:

Note 1 For example: breast, testes, thyroid, penis, prostate. etc.
Note 9 For example: vascular. abdominal

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINDE ON ANOTHER PAGErI NEEDED)

Concurrence ol CDRH. Office of in Vitro Diagnostics and Radiological Health (i

Division Sign-Off
Division of Radiological Health: Office of In Vitro Diagnostics and Radiological Health
510(k) _ Page 4 of _
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Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: ECg-A Curved Array Transducer For Use On ACUSON S1000, S2000, S3000
Ultrasound System

Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Clinical Application A B M PWD cwoD Color Asnplitude Veloity Combined OtherIt o lct I(Specify)Dopple Dple r Imaging je (Specify)

Fetal P P P P PBMDC Note 2,3.4.5.T.10. 11
Abdominal p p p p p BMDC Note 2.3.4,5,6.,7.8,10. 11,
lntraoperative
lntraoiperati-se
Neurological
Pediatric
Small Organ p p p p p BMDC Note 2,3.4,5,7.8.10, 11,14
(Note 11
Neonatal Cepanalic P IP IP IP P BMDC INote 2.3,4,5.7,8, 10. 11
Adult Cephalic
Cardiac
Trans-esophageal __

Transrectal p p p p p BMDC Note 2.3.4.5. 6, 7.8, 10.
_____________11 14

Transvaginal P P P P P BMDC Note 2.3.4.5,7,8. 10, 11
Transurethral
intravascular
Peripheral vessel
Laparoscopic
Musculo-skeletal
Conventional
Musculo-skeletal
Superficial
Other (specify) ______________

N= new indication; P= previously cleared by FDA K# G63803, K072786,1K081148.1K082142. K090334, K(093812. KI111674, K 121138

Additional Comments:
Note 1 For example: breast, testes, thyroid, penis, prostate, etc.
Note 2 Ensemble tissue harmonic imaging
Note 3 SicClear multi-viow spatial compounding
Note 4 Tissue Equalization Technology
NoteS5 3-Scape real-time 3D imaging
Note 6 Cadence contrast agent imaging
Note 7 83W Sieiap panoramic imaging
NoteS8 Power SieScape panoramic imaging
Note 10 Clarify yE vascular enhancement technology
Note 11 Advanced Sieclear spatial compounding
Note 14 eSe TM Touch elasticity imaging / FTI

IPLEASE 00 NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PACE IF NEFDO)

Concurrence 0f CDRH. Office of In Vitro Diagnostics and Radiogical Health (DIR)

Division Sign-Off
Division of Radiological Health: Office of In Vitro Diagnostics and Radiological H-ealth
510(k) _ Page 5 of-
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Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: MCS-4 Curved Array Transducer For Use On ACUSON S1000, S2000, S3000
Ultrasound Systems

Intended Use: -Ultrasound imaging or fluid flow analysis of the human body as follows:

I Mode of Operation

Clinical Application A B M PWVD CWID Color Amplitude VeoiyCombined OtherI I IDoppler Doppler Imag'OlyIn
I IIagn Specify) (Specify)

Ophthalmic
Fetal - IN IN IN IN N BMDC Note 2.3.4.5,7.8, 10. 11
Abdominal - N N N IN N RMDC Note 2 3 4.5 6,,7.8.10, 11.
lntraoperative
Note 9
Intraoperative
Neurological __

Pediatric
Small Organ N N N N N 8MDC Note 2,3,4,5.7.8.10. 11.14
(Note 1)1
Neonatal Cephalic N N N N N BMDC Note 2,3,4.5,7,8, 10
Adult Cephalic
Cardiac
Trans-esophageal __

Trarsrecal N N ININ NBMDC Note 2.3,4,5. 6, 7.8. 10.
Tranrecal N N NN N MOC 11.14

Transvaginal N N N N N BMDC Note 2,3.4,5.7.8.10 11
Transurethral
Intravascular
Peripheral vessel
Laparoscopic
Mvusculo-skeletal
Conventional
Musculo-skeletal
Superficial
Other (Specify)

N =new indication: P ' previously cleared by FDA K# 063803, K072786. KO081148, K082142, K090334, K093812, Ki 111674. K 121 138, K<123001

Additional Comments:
Note 1 For example. breast, testes, thyroid, penis, prostate. etc.
Note 2 Ensemble tissue harmonic imaging
Note 3 SieClear multi-view spatial compounding
Note 4 Tissue Equalization Technology
Note 5 3-Scape reail-time 3D imaging
NoteS6 Cadence contrast agent imaging
Note 7 S&W SieScatpe panoramic imaging
Note 8 Power SicScoipe panoramic imaging
Note 9 Abdomen and Vascular
Note 10 Clarity yE vascular enhancement technology
Note 11 Advanced Sieclear spatial compounding
Note 14 eSieM Touch elasticity imaging / FTI

Concurrence of CDRH. Office of In Vitro Diagnostics and Radiological Health (OIR)

Division Sign-Onf Division of Radiological Health: Office of In Vitro Diagnostics and Radiological Health
51 0(k) _ Page 6 ort

I OWk

S-Family 510(k) Submission Page 21 of 64



Siemens Medical Solutions, Inc. S-Family Ultrasound Systems
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: 914 Linear Array Transducer For Use On ACUSON S1000, S2000, S3000
Ultrasound Systems

Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

ClnclApiain A A M PWJD CWD Color Amplitude Veloit Iobie other
Clnia Iplcto Doppler Doppler Veo i (Specify) (Specify)

_____I____ IL Imaging
Ophthalmic
Fetal P P p P P BMDC Note 2,3,45,7,8. 10. 11
Abdominal
lrltraoiperative
Note 9
Intraoperative
Neurological
Pediatric P P p p p BMDC Note 2,3.4,5,7,8,.10, 11
Small Organ P p p p p BMDC Note 2,3,4.5.6,7,8.10, 11,14,
(Note 1) 16,18
Neonatal Cephalic P P P P P iBMDC Note 2.3.4.5.7.8. 10. 11
Adult Cephalic P P P P P ____ ________________

Cardiac P, P P P P EMDC Note 15
Trans-esophageal
Transrectal
Trartsvaginal
Transurethral
Intravascular

Peripheral vessel P P P p P BMDC Note 2,3,4,5,6, 7.8.,10, 11,
14.15

Laparoscopic
Musculo-skeletal P P pp pBD oe23456781.11
Conventional I PP PBDC Nt 23456.,,0.1.1

Muscufo-skeletal p p P P P BMDC Note 2,3.4.5.6,7,10. 11, 14

N new indication. P = previously cleared by FDA K# 063085,1K072786,1K081148.1<082142. K090334, K093812,1<111674,1<121138.1<130739

Additional Comments:

Note 1 For example: breast, testes, ityroid. penis, prostate. etc Note 2 Ensemble tissue harmonic imaging
Note 3 SicClear multi-view spatial compounding Note 4 Tissue Equalization Technology
Note 5 3-Scape real-time 3D imaging Note 6 Cadence contrast agent imaging
Note? 7 85W SieScape panoramic imaging Note 8 Powner SicScape panoramic imaging
Note 9 Abdomen and Vascular Note 10 Clarify yE vascula, enhancement technology
Note 11 Advanced Sieclear spatial compounding Note 14 eSieM Touch elasticity imaging I FI
Note 15 AHP Note 16 Custom Tissue Imaging
Note 18 VTI (Virtual Touch Imaging)

(PLEASE DO NOT WRITE BELOWTHiS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (OIR)

Division Sign-Off Division of Radiological Health: Office of In Vitro Diagnostics and Radiological Health

510(kf _ Pae of __
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Siemens Medical Solutions, Inc. S-Family Ultrasound Systems

Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: 1413 Multi-fl Array Transducer For Use On ACUSON S1000, S2000, S3000
Ultrasound Systems

Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Clinical Application A B M PVJD CWD Coo pitd CoVloity ied Ote
_____________jDoppler jDoppler Imaging j(Specify) (Specify)

Ophthalmic
Fetal
Abdominal
lnlraolperative
Note 9
lntraoperative
Neurological
Pediatric
Small Otgan p p p p p BMVDC Note 2,3 4.5,7,8,10
(Note 1) _ __ 11.14. 16
Neonatal Cephalic
Adult Cephalic
Cardiac
Trans-esophageal
Transrectal
Transvaginat
Transurethral
Intravascular

peripheral vessel p p p P p BMDC 7.o.10 1.46

Laparoscopic11 
1117E0.1.4

Mvusculo-slkeletal P p BD Note 2,3,4.5.7.8, 10,
Conventional P , B C 1 14
Musculo-skeletal
Superficial
Other (specify)

N = new indication: P = previously cleared by FDAK#<063085, K072786 K081148.1K082142. K<090334. K093812. K111674, K121138

Additional Comments:
Note 1 For example. breast, testes, thyroid, penis, prostate. etc. Note 2 Ensemble tissue harmonic imaging
Note 3 SicClear multi-view spatial compounding Note 4 Tissue Equalization Technology
Note 5 3-Scajoe real-time 3D imaging Note 6 Cadence contrast agent imaging
Note 7 8&W SieScape panoramic imaging Note 8 Power SicScope panoramic imaging
Note 9 Abodomnen and Vascular Note 10 Clarify yE vascular enhancement technology
Note 11 Advanced Sieclear spatial compounding Note 14 eSieM- Touch eiasticity imaging / PhI
Note 16 Custom Tissue Imaging Note 18 Virtual Touch Imaging

(PLEASE 00 NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PACE IF NEEDED)

Concurrence of CORN, Office of In Vitro Diagnostics and Radioiogical Heaith (OiR)

Division Sign-Off Division of Radiological Heaith: Office of In Vitro Diagnostics and Radioiogicai Health

510(k) _ Pge 7 ci __
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Siemens Medical Solutions, Inc. S-Family Ultrasound Systems
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: 4P1 Phased Array Transducer, For Use On ACUSON 81000, 82000, S3000
Ultrasound Systems

Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Clinical Application A a M PWD CWD Color IAmplitude1  Color lobnd teI Dpplr Dople iVelciyi (Specify) I (Specify)
Imaging

Ophthalmic
Fetal P P p p p p BMDC Note 2,3.4,5.7.8.10
Abdominal P P p p p p EMOC Note 2,3,4.5.7810
lntraoperative
Note 9
Intraioperative
Neurological
pediatric
Small Organ
Neonatal CephalicI
Adult Cephalic P Ip P P p p SMDC Note 2.3,4.5.7,8.10
Cardiac P P P P P P BMDC Note 2,3,4.5,67,8.10
Trans-esophageal
Trarisrectal
Transvaginal
Transurethral
lntravascu Ear
Peripheral vessel
Laparoscopic
Musculo-skeletal
Conventional
Mvusculo-skeletal

ISuperficial

N =new indication: P = previously cleared by FDA KIT 063803, K072786, K081 148. K<082142, K090334. 1093812.1<111674,1<121138

Additional Comments

Note 2 Ensemble tissue harmonic imaging
Note 3 SieClear multi-view spatial Compounding
Note 4 Tissue Equalization Technology
Note 5 3-Scape real-time 3D imaging
Note 6 Cadence contrast agent imaging
Note 7 B&W SieScape panoramic imaging
NoteS8 Power SieScape panoramic imaging
Note 9 Abdomen and Vascular
Note 10 Clarify VE vascular enhancement technology

(PLEASE 00 NOT WARiE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CORN, Office of in Vitro Diagnostics and Radiological Health (OIR)

Division Sign-Off Division of Radiological Health: Office of In Vitro Diagnostics and Radiological Health

5lolk) _ P.ge So f_
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Siemens Medical Solutions, Inc. S-Family Ultrasound Systems
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form
510 (k) Number (if known):

Device Name: 6C2 Curved Array Transducer For Use On ACUSON 81000, 62000, S3000
Ultrasound Systems'

Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

I Mode of Operation

Clinical Application A B M PWD CWD Color Amplitude Color Combined Other
Doppler Doppler Imaging (Specify) (Specify)

Ophthalmic

Fetal P p p p P BMDC Noe2.3.4.5,7.8,.10
11

Abadomiral P P P P p SMOC Note 2.3.4.5.7,810,
11. 14. 16, 17

lntraoiperative
Note 9
Intraoperative
Neurological

Pediatric P P P P P SMOC Note 2,3.4,5.7.8.10.

Small Organ
Neonatal Cephai
Adult Cephalic
Cardiac
Trans-esophageal
Transrectal
Transvaginal
Transurethral
Intravascular

Peripheral vessel P p p P P SMDC Note 2,3,4.5,7 8,10,
11

Laparoscopic
Musculo-skeletal
Conventional
Musculo-skeletal
Superficial
Other (specify)

N =new indication: P = previously cleared by FDA K#063085. K072786. K081148, K082142, K090334. K093812, K 111674. K1 21138

Additional Comments:
Note 2 Ensemble tissue harmonic imaging Note 3 SicClear multi-view spatial compounding
Note 4 Tissue Equalization Technology Note 5 3-Scene real-time 3D imaging
Note 7 B&WV SieScape panoramic imaging Note 8 Power SteScape panoramic imaging
NoteS9 Abdomen and Vascular Note 10 Clarify VE vascular enhancement technology
Note 11 Advanced Sieclear spatial compounding Note 14 eSieM Touch elasticiry imaging!I Fi
Note 16 Custom Tissue Imaging Note 17 eSie Fusion

(PLEASE DO NOT WRITE BELOW THIS LINE CONTINUE ON ANOTHER PAGE IF NEEOEOI

Concurrence of CORH. Office of In Vitro Diagnostics and Radiological Heaith (QIR)

Division Sign-Off Division of Radiologi Health: Office of In Vitro Diagnostics and Radiological Healfth

510(k) Page, 9i __

S-Family 510(k) Submission Page 25 of 64



Siemens Medical Solutions, Inc. S-Family Ultrasound Systems

Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if kniown):

Device Name: 401 Curved Array TrOlsdLICer For Use On ACUSON S1000, 82000, S3000
Ultrasound Systems

Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Clinical Application A B PWID CWD olor Amplitude Color Combined Other
Optali Doppler Doppler Velto Seiy Seiy

II m a g in g ( S e i y( S c f )

Fetal P P P p p p BIMDC Note 2,4r5.7.8.10 11
Abdoina P P P P P P MDC Note2,3,4.5.6,7.8. 10,
Abdoina P P P p p p MDC 11. 14. 16. 17. 18

I ntreoperative
Note 9
Intraoperative
Neurolocical
Pediatric
Small Organ P P P P P P BMDC
Neonatal Cephalic
Adult Cephialic
Cardiac p p p p P P BMDC
Trans-esophageal
Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral vessel P P P P p p AMOC
Laparoscopic
Musculo-skeletal
Conventoa
Musculo-skeletal
Superficial
Other (specfy)

N =new indication; P = previously cleared by FDA K#$ 063085.1<776 1 148 K082142,1K090334. K093812. K 111674.1K<121138,1<130739

Additional Comments:

Note 2 Ensemble tissue harmonic imaging Note 3 SieClear multi-view spatial compounding
Note 4 Tissue Equalization Technology Note 5 3-Scape real-time 3D imaging
Note 6 Cadence contrast agent imaging Note 7 B&W SieScape panoramic imaging
Note 8 Power SicScop panoramic imaging Note 9 Abdomen and Vascular
Note 10 Clarify VE vascular enhancement technology Note 11 Advanced Sieclear spatial compounding
Note 14 eSie Tv Touch elasticity imaging / FTI Note 16 Custom Tissue Imaging
Note 17 eSie Fusion Note 18 V7I

(PLEASE D0 NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH., Office of In Vitro Diagnostics and Radiological Health FORI

Division Sign-Off Division, of Radiological Health: Office of in Vitro Diagnostics and Radiological Health
5101k1 Pag, Oct 0
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Siemens Medical Solutions, Inc. S-Family Ultrasound Systems
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

5 10 (k) Number (if known):

Device Name: 6C1IHD Curved Array Transducer For Use On ACUSON S2000, S3000 Ultrasound
Systems

Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:
Mode of Operation

Clinical~~~~ Apiain AIBIMIPD CD olor Amplitude C~olor Combined I OtherClincalApplcaton B M PWDCWD Doppler Doppler Imaging (Specify) j (Specify)

OphthalmicI
FetalP p P P P PBMDC Note 2,3.4.5,7.10.

Note2.3,4.5,6.7. 8,
Abdonminal p p p p p p BMOC 10,11. 14. 16, 17,

18
lntraoperative
Note 9
lntraoperative
Neurological
Pediatric
Small Organ p p p p p p BMOC
Neonatal Cephalic
Adult Cephalic
Cardiac p p p P p P BMDC
Trans-esopchageal
Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral vessel p p p p p p BMDC
Laparoscopic
Muscuio-skeletal

IConventi onal
Musculo-skeletal
Superficial
Other (specify)

N =new indication: Pr= previously cleared by FDA K#t 111674, K121138. K130739

Additional Comments:

Note 2 Ensemble tissue harmonic imaging Note 3 SieClear multi-view spatial compounding
Note 4 Tissue Equalization Technology Note 5 3-Scape real-time 3D imaging
Note 6 Cadence contrast agent imaging Note 7 B&W SieScape panoramic imaging
Note 8 Power SieScape panoramic imaging Note 9 Abdomen and Vascular
Note 10 Clarify VE vascular enhancement technology Note 11 Advanced Sieclear spatial compounding
Note 14 eSieiM Touch elasticity imaging / FTI Note 16 Custom Tissue Imaging
Note 17 eSie Fusion Note 18 Vi

(PLEASE 00 NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CORHK Office of In Vitro Diagnostics and Radiological Health (OIR)

Division Sign-Off Division of Radiological Health: Office of In Vitro Diagnostics and Radiological Health
510(k) _ Page l1 t _
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Siemens Medical Solutions, Inc. S-Family Ultrasound Systems

Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: SC3HD Curved Array Transducer For Use On ACUSON S2000, S3000 Ultrasound
Systems

Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Color Cmie te
Clinicail Application A B M PWD CWD Color Amplitude Velocity Cmie te

IDoppler Doppler Imaging (Specify) (Specify)

Ophthalmic

Fetal P p p p p RMDC Note 2.3,5,78,0.
11

Abdominal P p p p p SMOC Note 2.3,4 5.7,8, 10.
_______11. 14. 16

lntraoperative
Note S
lntraoperative
Neurological
Pediatric P p P P P BMDC Note 2,3,4,5,7.8.10

11
Small Organ P p p p p BMDC ________

Neonatal Cephalic
Adult Cephalic
Cardiac
Trans-esophageal
Transrectal
Transvaginal
Transurethral
IntravascularI
Peripheral vessel p p p p p BMDC Note 2.3.4,5,7,8, 10.

11
Laparoscopic
Musculo-skeletal
Conventional
Musculo-skefetal
Supericial

IN =new indication: P = previously cleared by FDA K#121 138. K#130739

Additional Comments

Note 2 Ensemlble tissue harmonic imaging Note 3 SicClear multi-view spatiai compounding
Note 4 Tissue Equalization Technoiogy Note 5 3-Scape real-time 3D imaging
Note 6 Cadence contrast agent imaging Note 7 B&WV SieScape panoramic imaging
Note 8 Power SicScope panoramic imaging Note 10 Clarity VE vascular enhancement technology
Note 11 Advanced Sieclear spatial compounding Note 14 eSielk Touch elasticity imaging I FTI
Note 16 Custom Tissue Imaging

(PLEASE 00 NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (DIR)

Division Sign-Off Division of Radiological Health: Office of In Vitro Diagnostics and Radiological Health

510(kI __________

Page 12 of
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Siemens Medical Solutions, Inc. S-Family Ultrasound Systems

Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: 4V1 Phased Array Transducer For Use On ACUSON S1000, S2000, S3000
Ultrasound Systems

Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:
Mode of Operation

ClnialApliato 'A M FW CD Color IAmplitude Color Combined Other

Doppler Doppler maoct (Specify) (Specify)

Ophthalmic
Fetal p p p p P BMDC Note 2.3.4.5,7.8,10
Abdominal p p p p p BMDC Note 2.3,4.5.7,8. 10.

14. 16. 17
lntraoperalive
lntraoperative
Neurolocical
Pediatric
Small Organ
Neonatal Cephalic
Adult Cephalic
Cardiac
Trans-esophageal
Trans rec to
Transvaginal
Transurethral
Intravascular
Peripheral vessel

Laparoscopic
Musculo-skeletal
Conventional
Musculo-skeletal
Superficial
Other (specify) I I

N =new indication: P =previously cleared by FDA K# 063085, K072786. K(081 148. K(082142, K(090334, K(093812. 1111674, K(121138

Additional Comments:

Note 2 Ensemble tissue harmonic imaging Note 3 SicClear multi view spatial compounding
Note 4 Tissue Equalization Technology Note 5 3-Scape real-time 3D imaging
Note 7 B&W SieScape panoramic imaging Note S Power SieScape panoramic imaging
Note 10 Clarify VE vascular enhancement technology Note 11 Advanced Sieclear spatial compounding
Note 14 e1ci Touch elasticity imaging / FTI Note 16 Custom Tissue Imaging
Note 17 eSie Fusion

(PLEASE 00 NOT WRITE BELOW THIS LINE CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH-, Office of In Vitro Diagnostics and Radiological Health (0111)

Division Sign-Off Division of Radiological Health: Office of in Vitro Diagnostics and Radiological Health

511lk Paw' 130 of
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Siemens Medical Solutions, Inc. S-Family Ultrasound Systems

Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: IOVJ Phased Array TrarisdtLicor For Use On ACUSON S1000. 82000, 83000
Ultrasound Systems

Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

r Imp Iu ColorOte
Clinical Application A B M PWJD CWgD DColor Amplitu elct CombinedOte

ID ppe Dopler Im aging(S e iy
Ophthalmic
Fetal p p P P P P SMOC Note 2,3,4,5.7,8,10
Abdominal P P P P P P BMDC Note 2,3,4,5.7,8,10
Intreoiperative
Intraoperative
Neurological
Pediatric P P P P P P BMDC Note 2,3.4,5.7,8.10
Small Organ
Neonatal Cephalic p P P P P P BMDC Note 2,3,4,5,7,8.10
Adult CeohalicII
Cardiac P P P P p p BMDC Note 3.4
Trans-esophageal
Transrectal
Transvaginal
Transu rathrat
Intravascular
Peripheral vessel P P P P P p SMDC Note 2.3,4.5.7,8. 10
Laparoscopic
Musculo~sketetal
Conventional
Musculo-skeletal

ISuperficial
lothr(peiy

N= new Indication, P = previously cleared by FDA K# 0630851K072786. K081 148, K082142. K090334, K093812, K 111674,1121138

Additional Comments

Note?2 Ensemble tissue harmonic imaging
Note 3 SicClear multi view spatial Compounding
Note 4 Tissue Equalization Technology
Note 5 3-Scape real-time 3D imaging
Note 7 B&WV SieScape panoramic imaging
Note 8 Power SicScape panoramic imaging
Note 10 Clarify VS vascular enhancement technology

(PLEASE 00 NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence 0f CDRH, Office of In Vitro Diagnostics and Radiologicat 1-1001W (DIR)

Division Sign-Off Division 0f Radiological Health: Office of In Vitro Diagnostics and Radiological Health

510(r)1 Page 140 of_
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Siemens Medical Solutions, Inc. S-Family Ultrasound Systems

Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: 1415 SP Linear Array Transducer For Use On ACUSON S1000, S2000, S3000
Ultrasound Systems

indications For Use: Diagnostic imaging or fluid flow anal sis of the human body as follows:

Modle of Operation

Clinical Application [e [mltd Color Combined Other
M W CD Doppler Doppler Velocity (Specify) (Specify)

Ophthalmic
Fetal
Abdominal
Introoai ve P P P P p SIMOG Note
(Note 91 ____ 2.3.4,5.7.8.10.11
Intl aoperative
Neurological
Pediatric
Small Organ P P p p MOG Nte24.80

(Not 1111,14,16
Neonatal Cephalic
Adult Cephalic
Cardiac P P P _ _ P P SMOGID Note 15
Transesophagea
Tfransrectat
Transvaginat
Transu red rat
Intravascular

Peripheral vessel P P P p p SMOGID Note2,3,4,5,6
_____________ ____.7.8.10. 11 14,15

Laparoscopi c
Muscuto-skeletal P p P P P SMOG Note 2,3,4,57T8.10.
Conventional 11,14
Musculo-skeletal
Superficial
Other (specify) __________

N = new indication: P =previously cleared by FDA K# 063085, K072786. K081 1481K082142. K090334. K093812, K<111674, 1121138

Additional Comments:
Note 1 For example: breast, testes, thyroid, penis, prostate. etc. Note 2 Ensemble tissue harmonic imaging
Note 3 SieCtear multi-view spatial compounding Note 4 Tissue Equalization Technology
Note 5 3-Scope real-time 30 imaging Note 6 Cadence contrast agent imaging
Note 7 B&W SieScape panoramic imaging NoteS8 Power SicScope panoramic imaging
NoteS9 For example. vascular, abdominal Note 10 Clarity VE vascular ennancement technology
Note 11 Advanced Sieclear spatial compounding Note 14 eSl Touch elasticity imaging I FTI
Note 15 AHP Note 16 Custom Tissue Imaging

PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH. Office of In Vitro Diagnostics and Radiological Health (CIR)

Division Sign-Off Division of Radiological Health: Office of In Vitro Diagnostics and Radiological Health

510(k) _ Page 15 of
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Siemens Medical Solutions, Inc. S-Family Ultrasound Systems
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (kc) Number (if known):

Device Name: YCF2 Curved array mechanical 3D transducer For Use On ACUSON S1000, S2000,
S3000 Ultrasound Systems

Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

I- Mode of Operation

[C'a plcn A B ' Colo CD r Amplitude Color Combined I Other

i 1 1Doppler Doppler Imaging (Specify) (Specify)
Ophthalmic

Fetal P P P P P BMDC Note 2.3,4,5.7,8. 10.
____________11.13

Abdominal P P P P P SMDC Note 2,3.4.5.7,8.10.
11. 13

lntraoperative
lntraoPerative
Neurologicl
Pediatric
Small Organ
Neonatal Cephalic __

Adult Cepanaiic
Cardiac
Trans. escphageal
Trarcl
Transvaginal
Transuretfral
Intravascular
Peripheral vessel
Laparoscopic
Musculo-skeletal
Conventional
Musculo-skeletf
Superficial
Other (specify) t

N =new indication: P =previously cleared by FDA Kit 063803, K072786, K081148. K082142, K090334. K093812, K1 11674. K1 21 138

Additional Comments:

Note 2 Ensemble tissue harmonic imaging
Note 3 SieC lear multi-view spatial compounding
Note 4 Tissue Equalization Technology
NoteS5 3-Scape real-time 3D imaging
Note 7 8&W SicScope panoramic imaging
NoteS8 Power SieScape panoramic imaging
Note 10 Clarity yE vascular enhancement technology
Note I1I Advanced Sieclear spatial compounding
Note 13 STIC

(PLEASE 00 NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH. Office of 1n Vitro Diagnostics and Radiological Health OIR)

Division Sign-Off Division of Radiological Health: Office of In Vitro Diagnostics and Radiological Health

51 0(k) _ Page l6 ot
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Siemens Medical Solutions, Inc. S-Family Ultrasound Systems
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: 7CF Curved array mechianical 3ID transducor For Use On ACUSON S1000, S2000,
S3000 Ultrasound Systems

Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Clnca ppiabn A PDCID Color Amplitude Color Combined Other
Cliicl peictin WD CW Dppler Doppler iVelocity (Specify) (specify)

OphthalmicImgn ________

Fetal - N N N N N BMDC Note 2.3.4,5.7,8,10,
______________11.13

Abdominal IN N N IN N BMDC Note 2.3.4,5.7,8,10,
__________ ____ _____11. 13

lntraoperative
Intraopeigative
Neurological
Pediatric
Small Organ
Neonatal Cephalic __

Adult Cepralic
Cardiac
Trans-esophageal __

Transrectal
Transvaginal
Trarnsuretnral
Intravascular
Peripheral vessel
Laparoscopic
Musculo-skeletal
Conventional
MAuscuIo-skeletal
Superficial
Other (specify)

N =new indication: P = previously cleared by FDA K# 063803. K072786. K(081148. K082142. K090334, K093812, KI 11674, K1 21138

Additional Comments:

Note 2 Ensemble tissue harmonic imaging
Note 3 SicClear mule spatial compounding
Note 4 Tissue Equalization Technology
Note 5 3-Scapo rest-time 3D imaging
Note 7 8&W SieScape panoramic imaging
Note 8 Power SieScape panoramic imaging
Note 10 Clarity VE vascular enhancement technology
Note 11 Advanced Sieclear spatial compounding
Note 13 STIC

(PLEASE D0 NOT WRITE BELOW THIS LINE-COWNuE ON ANOTHER PAGE IF NEEDED)

Concurrence of CORH. Office of in Vitro Diagnostics and Radiological Health (OIR)

Division Sign-Onf Division of Radiological Health: Office of In Vitro Diagnostics and Radiological Health

51 0k) _ Page Crof _
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Siemens Medical Solutions, Inc. S-Family Ultrasound Systems
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form
510 4k) Number (if known):

Device Name: SEF Curved Array Transducer For Use On ACUSON S1000, S2000, S3000
Ultrasound Systems

Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Clinicl Appicatin AI D i color LAmplitude VeoiyCobnd NlOtrDoppler Doppler Im1 n (Specif y) (Secify)

Ophthalmic
Fetal P p pt BMDC Noe2.3.4.5.7.8,

10.11. 13
Abdominal
lntraoperative
lntraopterative
Neurological
Pediatric
Small Organ

Neonatal Cephalic p p p P P BMDC Note 2,3,4,5,7,8.
10.11

Adult Cephalic
Cardiac
Trans-esophageal
Transrefctaf

Tranvagial P PP p MDC Note 2.3,4.5,7.8,
Tranvagial p pp p MOC 10.11

Transurethral

Intravascular,
Peripheral vessel
Laparoscopic
Musculo-skeletal
Conventional
Musculo-Skeletaf
Superficial
Other (specify)

N =new Indication: P =previously cleared by FDA K4 0D303 K072786. K081148. K082142. K090334. K093612. K116174.121138

Additional Comments
Note 2 Ensemble tissue harmonic imaging
Note 3 SieCicar multi-view spatial cormpounnding
Note 4 Tissue Equalization Technology
Note 5 3-Scape real-time 3D imaging
Note 7 B&W SieScape Panoramic imaging
Note 8 Power SieScape panoramic imaging
Note 10 Clarify yE vascular enhancement technology
Note 11 Advanced Sieclear spatial Compounding
Note 13 STIC

(PLEASE 00 NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CORHK Office of In Vitro Diagnostics and Radiological Health (OIR)

Division Sign.Off Division of Radiological Health: Office of In Vitro Diagnostics and Radiological Health

51 0k) Page 17 of
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Siemens Medical Solutions, Inc. S-Family Ultrasound Systems
Ultrasound Division 610(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: V5Ms Multiplano TEE Transducer For Use On ACUSON $1000, S2000, $3000
Ultrasound Systems

Intended Use: Utrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

ClnialApliato A B M PW co Color Amplitude Veto Combined Other
ClnialAplcaio A B M WDCID Doppler Doppler Vemaging (peiy (Specify)

Ophthalmic
Fetal
Abdominal

- ntraopieralive
Intreolperative
Neurological
Pediatric
Small Organ

Neonatal Cephatic
Adult Cephalic
Cardiac
hrans-esophageal P p P p p p BMDC Note 4
Tranrica
Transvaginat
Transurethral
Intravascular
Peripheral vessel
Laparoscopic
Musculo-skeletal
Conventional
Musculo-skeletal

Sprficial~f)i

N =new indication: P =previously cleared by FDA K# 063803, K072786. K081148. K082142, K090334. K093812. K(11674. 121138

Additional Comments.
Note 4 Tissue Equalization Technology

(PLEASE DO NOT WRITE BELOW THIS LINE-CONT INUIE ON ANOTHER PAGE IF NEE DED)

Concurrence of CDRH, Office oflin Vitro Diagnostics and Radiological Health (DIR)

Division Sign-Off Division of Radiological Health: Office of In Vitro Diagnostics and Radiological Health
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Siemens Medical Solutions, Inc. S-Family Ultrasound Systems
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: 181-6 HD Linear Array Transducer For Use On ACUSON S1000, S2000, S3000
Ultrasound Systems

Intended Use: Ultrasound imaging or fluid flow nlssoftehmn body as follows:

I Mode of Operation
Clinical Application A a M PWD CVJD Color Amplitude Veloit Combined Other

I I I Doppler Doppler maoct (Specify) (Specify)

Ophthalmic

Fetal
Abdominal
tntraorperative
lntraop~erative
Neurological
Pediatric
Small Organ p p p p p BMDC Note 2,3,4.5.7,8.10
(Note 1) _____11.14. 16

Neonatal Cephalic
Adult Cephalic
Cardiac P p p p p BMDC Note 15
Trans-esophageal
Transrectalf

Transvag in at

Transurethral
Intravascular

Peripheral vessel p p p p p SMvDC Note 2.3,4,5,7.8.1 0,
11.14.15

Laparoscopic
Musculo-sketetal P SMD 11.1234.,810
Conventional p11pp p.oe14.7810
Muscufo-skefetal B PPEMDC 11e .1 4,5780

N new indication: P= previously cleared by FDA K081148, K082142. K090334. K093812, K111674,1K121138

Additional Comments:
Note 1 For example: breast, testes, thyroid, penis, prostate. etc. Note 15 AHP
Note 2 Ensemble issue harmonic imaging Note 16 Custom Tissue Imaging
Note 3 SicClear multi-view spatial compounding
Note 4 Tissue Equalization Technology
Note 5 3-Scape real-time 3D imaging
Note 7 8&W SieScape panoramic imaging
NoteS8 Power SieScape panoramic imaging
Note 10 Clarify VE vascular enhancement technology
Note 11 Advanced Sieclear spatial compounding
Note 14 eSieli' Touch elasticity imaging / FTI

(PLEASE 00 NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CORN, Office of in Vitro Diagnostics and Radiological Health (DIR)

Division Sign-Off Divsion of Radiological Healin: Office of In Vitro Diagnostics and Radiological Health
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Siemens Medical Solutions, Inc. S-Family Ultrasound Systems

Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: 8V3 Phased Array Transducer For Use On ACUSON S1000, S2000, S3000
Ultrasound Systems

Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Clinical Application A 8 M PWD Own Color 1Ampliude iColor Combined Other
Doppler Doppler Veocity (Specify) (Specify)Imaging

Ophthalmic I____ I____ I____ ____ _________

Fetal P p p p p p BMOC Note 2.3.4.5.7.8, 10
Abdominal
lntraoperative
lntraoperative
Neurological
Pediatnic p p p p p P SMOG Note 2.3.4.5,7.8. 10
Small Organ
Neonatal Cephalic p p p P P p SMOG Note 2.3,4.5,7.8.10
Adult Cephalic
Cardiac P P P p p p SMOG Note 3,4.6
Trans-esophaea
Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral vessel
Laparoscopic;
Musculo-skeletal
Conventional
Musculo-sketetal
Superficial
Other (specfy P P p P P P SMDC Note 3,4,6

Neoat2.al Cardiac
N =new indication: P =previously cleared by FDA K#t 063085, 1 K027 61148,1K0821421K090334. K093812, K1164 K121138

Additional Comments

Note 2 Ensemble tissue harmonic imaging
Note 3 SieClear multi-view spatial compounding
Note 4 Tissue Equalization Technology
Note 5 3 Scaipe real-time 3D imaging
Note 6 Cadence contrast agent imaging
Note 7 B&W SieScape panoramic imaging
Note 8 Power SicScope panoramic imaging
Note 10 Clarify VE vascular enhancement technology

(PLEASE 00 NOT WRITE BELOW THiS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence 0f CDRH, Office of In Vitro Diagnostics and Radiological Health (OIR)

Division Sign-Off Division of Radiological H-eahh: Office of In Vitro Diagnostics and Radiological Health
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Siemens Medical Solutions, Inc. S-Family Ultrasound Systems
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: 4Vlc Phased Array Transducer For Use On ACUSON S1000, $2000, $3000
Ultrasound Systems

Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

1 1 1Color jmltd f
Clinical Application A B M PWD CWVD Coo Amltd Velac Combined Other

II Doppler Doppler Imagn (Speiy (Specify)_
Ophthalmic
Fetal P p p p p p 8MDC Noe234578 10
Abdominal - P P P P p p SMOC Note234 57810
lntraoperative p p p p p p BMDC Note 23 4 57 810
lntraoperative P P p p p p 8MOC Note 2 3 4578 10
Neurological
Pediatric p p p p p P BMDC Note 23 45 7 810
Small Organ
Neonatal Cephalic
Adult Cephalic p p p p p p BIMDC Note 23A4 5 7810

Cardia P P P P P PBMDC Note 23 4 57 810
Car~c p p p p p15

Trans-esophageal
Transrectal
Transvaginal
Transurethral
Intravascular

Peripheral vessel P P p p p p 15D ot 5781

Laparoscopic
Musculo-skeletal
Conventional
Musculo-skeletal
Superficial
Other (specify) P HOC Note 2 3 45 78 10
Neonatal Cardiac i p P P P pII

N =new indication, P = previously cleared by F DA K4s 052410. 051 139,0413 1 0.3 2114. 022 567,631, K090334. K093812. K 111674. K 121138

Additional Comments:

Note 2 Ensemble tissue harmonic imaging
Note 3 SicClear multi-view spatial compounding
Note 4 Tissue Equalization Technology
Note 5 3-Scope real-time 3D imaging
Note 6 Cadence Contrast agent imaging
Note 7 B&WV SieScape panoramic imaging
Note 8 Power SicScape panoramic imaging
Note 10 Clarify VE vascular enhancement technology
Note 15 AHP

IPLEASE 00 NOTWRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostics and Raciological Health )OIR)

Division Sign-Off Division of Radiological Health: Office oflin Vitro Diagnostics and Radiological Health
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Siemens Medical Solutions, Inc. S-Family Ultrasound Systems
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: 613 Transducer For Use On ACUSON S1000, S2000, S3000 Ultrasound Systems
Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation _________

A B M PWD VVD Color Amplitude Color Cmie te
Clinical Application A B M WD CD olr mpiueVelocity Cie te

Doppler Doppler Imaging (Specify) (Specify)

Ophthalmic

Fetal p p p p p p BMDC Note2 34 5 78 10.
11

Abdominal
tntraoperative P p p p B*-IlK Not2 34 5 78 10
Note 9 p p11
lntraoperative
Neurological
Pediatric
Small Organ p p pNI~ pot p p 41 0

Neonatal Cephalic
Adult Cephalic

Cardac P P P P P BIiMIX Note 2 345 7 810
Cardac p p p p15

Trans-esophageal
Transrectal
Transvaginal

Transurethral
Intravascular

Penipheral vessel p p p p p p BMIX Noe234 0

Laparoscopic

Cu'OS' ' I P P P 3IMDC Note 2 34 5 78 10,
Muscuselea p p p p p p 11Conventional

,ucuoskeletal p p p ptiDlC NoteZ23 4S57S8lO0
Superfircial 1
Other (specify)

N =new indication: P = previously cleared by FDA K4sOS2-ItiTOt 139, 041319, 032114. 022567.002807. Q73767, 1063085, K<090334. K093812.
K11 1674.K121138

Additional Comments:
Note 2 Ensemble tissue harmonic imaging Note 3 SicClear multi-view spatial compounding
Note 4 Tissue Equalization Technology Note 5 3-Scope real-time 3D imaging
Note 6 Cadence contrast agent imaging Note 7 B&WV SieScape panoramic imaging
Note 8 Power SicScape panoramic imaging Note 10 Clarify VE vascular enhancement technology
Note 11 Advanced Sieclear spatial compounding Note 15 AHP

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDD

Concurrence of Corn-i Office of In Vitro Diagnostics and Radiologicai Health (DIR)

Division Sign-Off Division of Radiological Health: Office of In Vitro Diagnostics and Radiological Health
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Siemens Medical Solutions, Inc. S-Family Ultrasound Systems

Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: EV8C4 Transducer For Use On ACUSON S1000, S2000, S3000 Ultrasound
Systems

Intended Use: Ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

I IColor Cmie te
Clinicail Application A B 1Ai PWD CWD Color Amplitude Velocity Cmie te

IDoppler Doppler Imaging (Specify) (Specify)

OphthalmicII
Fetal p p p p p p BMDC Nte2 34A57810
Abdominal p p p p p p BMADC Note23A 5 7 810
lntraoperative
Pediatric
Small Organ
Neonatal Cephalic
Adult Cephalic
Cardiac
Trans-esophageal
Transrectal

Transvaginal p p p p p p BMDG Note 2 3456 7S8
P 10

Transurethral
Intravascular
Peripheral vessel
Laparoscopic
Musculo-skeletal
Conventional
Musculo-skeletat
Superficial
Other (specify)

N =new indication: P = previously deared by FDA Kv s 052410. 051139, 041319, 032114. 022567. 002807. 973767. 063085, K090334.
K093812 ,<111674. K121138

Additional Comments:

Note 2 Ensemble tissue harmonic imaging
Note 3 SieClear multi-view spatial compounding
Note 4 Tissue Equalization Technology
Note 5 3-Scape real-time 3D imaging
Note 6 Cadence contrast agent imaging
Note 7 B&WV SieScape panoramic imaging
Note 8 Power SieScape panoramic imaging
Note 10 Clarify yE vascular enhancement technology

(PLEASE DO NOT WRITE BELOW THIS LiNE-CONTiNUE ON ANOTHER PACE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (OtR)

Division Sign-Off Division of Radiological Health: Office of in Vitro Diagnostics and Radiological Health
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Siemens Medical Solutions, Inc. S-Family Ultrasound Systems
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form
510 (k) Number (if known):

Device Name: ViMv TEE Transducer For Use On ACUSON S1000, S2000, S3000 Ultrasound
Systems

Intended Use: Ultrasound imaging or fluid flow anatysis of the human body as follows:

Clinical Application B M PWO OWO Color Power Color Combined Harmonic
ADoppler (Amplitude) Velocity (Specify) Imaging Other

Doppler Imaging (Specify)

O5phthalmic
Fetal -___ _______ __________ ______________

Abdom ina [ P P p p ps p _ _ p p lNoteA4
Intraofperative
IntrapperativeI
Neurolcal_____I_______________
Pedaic I Pp p p p 1 p p I p IJNote 4
Small Organ
(specify)"
Neonatal Cephalic I

_Adult Cephalic I ___

Cardiac I W p 'W ____ P P P I ps INote 4-

TrnIshga P P IP P P _P p p I Note 4

TranSurethral- ___

-Intravascular
Peripheral VesselI
LapsaroscopicI

Musculo-skeletalI

(Superficial) ___ _______ ___________ _________________

Other (specify)-I______________ ____ 1________
P=previously cleared by the FDA under premarket notifications #1<052410. #1<051139. #K<041319, #K<032114. and #K<022567, K<093812,
K111674, 1<121138

Additional Comments:
*Combinations includle B-M. 8.PWVD. B+QCWD. B-Color Doppler. B+M+ Color Doppler, B+PWDCoor Doppler R+CWDrColor Doppler,
B+Power Doppler. B+M-*Power Doppler, 8-.PWD-+Power Doppler, BiCWD+Power Doppler, B±Clarify VE

Note 2 Ensemble tissue harmonic imaging
Note 4 Tissue Equalization Technology
Note 10 Clarify VE vascular enharncement technology

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE I NEEDED)

Concurrence of CDRH-, Office of If, Vitro Diagnostics and Radiological Health (DIR)

Division Sign-Off Division of Radiological Health: Off ice of in Vitro Diagnostics and Radiological Health
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Siemens Medical Solutions, Inc. S-Family Ultrasound Systems
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form

510 (k) Number (if known):

Device Name: AcuNav 8F Ultrasound Catheter For Use On ACUSON S1000, S2000, S3000
Ultrasound Systems

Intended Use: Catheter is intended for intra-cardiac and intraluininal visualization of cardiac
anod great vessel anatomy and physiology as well as visualization of other
devices in tie heart of adult and pediatric patients.

_______________________N_ ide of Operation ______

Clinical Application A B NI PWD CVI Clr owr 04.lor (orhincd Other:
flo ppier (Amplt) V.elicify (Specify) Hlarmonic

looppler Irmal'ing_ Imaging_
Ophlahmic

Abdominal

( Vascular)
truopicralive

(Neurological)
pediatricP P p p p p P__ p
Small Organt
(S pncli v
Neona tal Cephal ic
A\dulI Cephialic

_ _ _ __i p P pp p

* Irn stmplipea I
Iran sccal_____
I tran,, agh Hal ________I_________

F rain ureth rat

Inr-uiap p p P p p

Aditnion oiens

'Conhina owns include I1-M. lt-P1Il)D HCWD 13 'Clr Doppler. 13l+M Color
D oppler. l*PWI)-Color D~oppler, Bt -CWI.)-Cuor Doppler, 11; Povwer IDoppler.

It-NIt '(flV R 110111'l R1+Pl'WIOWVE K Itl)OI'l FR. ll1W)+OVrRl)IllI

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINuE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH. Office of tn Vitro Diagnostics and Radiological Heath HOIR)

Division Sign-Off Division of Radiological Health: Off ice of In Vitro Diagnostics and Radiological Health
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Siemens Medical Solutions, Inc. S-Family Ultrasound Systems
Ultrasound Division 510(k) Submission

Diagnostic Ultrasound Indications for Use Form
510 (k) Number (if known):

Device Name: AcuiNav IOF Ultrasoundc Gathctor For Use On ACUSON S11O0O, S2000, S3000
Ultrasound Systems

Intended Use: Catheter is intended for intra-cardiac and iniraluminal visualization of cardiac
and great ve.ssel anatomy and ph'sjo logy ats %%ell as visuali zation of other
devices iii the heart of adlt and "pediatric patients.

N I ol eof OperatI ion

Clinical Application A Bi M1 l'WI) I Color I'o'.er ( olor Combined Other:
Doppler (Anplitalde) Veloityh (Specify) I lurmonic

Doppler I nging _______I 9 in't
I) hialin ic

lntraoiperative

Intraonpraie
(NeUrologIicall
Pediatric- P P P p p p p ___ p
Smnall ()rgain
Is pea lv)
Neonalal Cephalic
Aduli Cephalie
Cardiac PP P { P p p P
raisesophagealI

Trans rectal
lronsvagi nal

Transurelh rat
Inhraluniinal - P P P P PP P
Peipheral Vessel____________

,laparoscopicI

Con' eiiional
Nit' Ctoi-ke cIel

PI'rcviti cleared b, lIe FD)A K94201,I KI)'3h31. K0l42593. K011 34. K09381 2. KI 11674. K1 21138

Additional (,.:icnlnI,:

'Coatnliins Include it !Nj, 11, MI), ll BI) iColor lDopnerB -l N, Colo..
l"opler If -'VW'Color IDoinlcr 41 DIC')Cl..r DonnIer II- Pi....er Do4'le[r

lI4-Nl+PO%%VER DO)PPLER. lt+I'N%'D-iFOERll'lPLER, R+CAN'lDs-'O\V R IH JPMER

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CORH. office oflIn Vitro Diagnostics and Radiological Health (OIR)

Division Sign-Onf Division of Radiological Health: Office of In Vitro Diagnostics and Radiological Health
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